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Election/Restrictions

1. Restriction is required under 35 U.S.C. 121 and 372.

This application contains the following inventions or groups of inventions which are not
so linked as to form a single general inventive concept under PCT Rule 13.1.

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a
single invention to which the claims must be restricted.
Group [, claim(s) 2, 4-15, and 20-29, drawn to a liquid formulation comprising human growth
hormone.
Group I, claim(s) 3-15 and 20-29, drawn to a liquid formulation comprising growth hormone
releasing hormone (GHRH).
Group lll, claim(s) 16-17, drawn to a process for production of a liquid formulation comprising
the step of preparing an aqueous solution of the components of (a) to (d).
2. The inventions listed as Groups I-Ill do not relate to a single general inventive concept
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding
special technical features for the following reasons: as identified in the international search
report for PCT/EP04/50286 (WO 04/082707 A3), upon which this U.S. national stage 35
U.S.C. 371 application is based, Group | is anticipated by WO 97/29767 A, example 3.
Therefore, the technical feature shared by Groups | and Ill, a liquid formulation comprising
human growth hormone, polyethylene-polypropylene glycol, citrate, and a stabilizer, is not a
special technical feature because it is not novel over the prior art. Furthermore, the technical

feature of Group Il, a liquid formulation comprising growth hormone releasing hormone
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(GHRH) is not shared by Group |. Because Groups I-lll do not share a special technical
feature, Groups I-Ill lack unity of invention.

3. Claims 1 and 18-19 link(s) inventions I-ll. The restriction requirement among the linked
inventions is subject to the nonallowance of the linking claim(s), claims 1 and 18-19. Upon
the indication of allowability of the linking claim(s), the restriction requirement as to the linked
inventions shall be withdrawn and any claim(s) depending from or otherwise requiring all the
limitations of the allowable linking claim(s) will be rejoined and fully examined for patentability
in accordance with 37 CFR 1.104 Claims that require all the limitations of an allowable
linking claim will be entered as a matter of right if the amendment is presented prior to final
rejection or allowance, whichever is earlier. Amendments submitted after final rejection are
governed by 37 CFR 1.116; amendments submitted after allowance are governed by 37 CFR
1.312.

Applicant(s) are advised that if any claim presented in a continuation or divisional
application is anticipated by, or includes all the limitations of, the allowable linking claim, such
claim may be subject to provisional statutory and/or nonstatutory double patenting rejections
over the claims of the instant application. Where a restriction requirement is withdrawn, the
provisions of 35 U.S.C. 121 are no longer applicable. In re Ziegler, 443 F.2d 1211, 1215, 170
USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01.

4. The examiner has required restriction between product and process claims. Where
applicant elects claims directed to the product, and the product claims are subsequently found
allowable, withdrawn process claims that depend from or otherwise require all the limitations of

the allowable product claim will be considered for rejoinder. All claims directed to a nonelected
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process invention must require all the limitations of an allowable product claim for that process
invention to be rejoined.

In the event of rejoinder, the requirement for restriction between the product claims and
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the
rejoined claims must meet all criteria for patentability including the requirements of 35 U.S.C.
101, 102, 103 and 112. Until all claims to the elected product are found allowable, an
otherwise proper restriction requirement between product claims and process claims may be
maintained. Withdrawn process claims that are not commensurate in scope with an allowable
product claim will not be rejoined. See MPEP § 821.04(b). Additionally, in order to retain the
right to rejoinder in accordance with the above policy, applicant is advised that the process
claims should be amended during prosecution to require the limitations of the product claims.
Failure to do so may result in a loss of the right to rejoinder. Further, note that the
prohibition against double patenting rejections of 35 U.S.C. 121 does not apply where the
restriction requirement is withdrawn by the examiner before the patent issues. See MPEP §
804.01.
5. A telephone call was returned by James H. Knebel on July 8, 2008, in response
to a request for an oral election to a restriction requirement, but did not result in an
election being made.
6. Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Stephen Gucker whose telephone number is 571-272-0883.
The examiner can normally be reached on Mondays through Fridays from 0930 to 1800.

If attempts to reach the examiner by telephone are unsuccessful, the examiner's

supervisor, Jeffrey Stucker, can be reached at 571-272-0911. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-8300.
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Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

/1S. G./

Examiner, Art Unit 1649
Stephen Gucker

July 12, 2008

[Jeffrey Stucker/

Supervisory Patent Examiner, Art Unit 1649
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